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QUARTERLY CALL AGENDA - HRPPs

* Welcome & Reminders

e Tracking Letters of Indemnification (LOls)
e Exporting the Status Summary Tab

e Managing FWAs Sites Engaged on a Study
e Updated Resources



Reminders from the Last Call




IN CASE YOU MISSED IT...

e Catch IREx improvements as they are released
e Check out the IREx Feature Release Log
e Read our monthly IREx Newsletter

What is IREX?  tesnmos

IRB Reliance Exchange (IREx) is a freely available, web-based portal that supports single IRB (sIRB) review documentation and
communication for multi-center clinical trials:

Any. reliances [greement.
Anyinst on.
Any study?

F

-

* New to IREx or need a refresher? Join a training!
e Reviewing IRB trainings — setting up your study in IREx
e Relying HRPP trainings — using IREx to document reliance/ local considerations
e Lead Study Teams/Coordination Centers — using IREx to support your sIRB study
e Can’t make the monthly trainings? Request a demo for your team



https://www.irbexchange.org/p/feature-release-log/
https://www.irbexchange.org/p/newsletters/
https://attendee.gototraining.com/rt/2229817661814758146
https://attendee.gototraining.com/rt/3153062182495498242
https://attendee.gototraining.com/rt/4406302028509029890
https://redcap.vanderbilt.edu/surveys/?s=H8XMMD7KTX

Tracking Letters of
Indemnification (LOls)




Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

e Some institutions require an LOI given that SMART IRB is silent on
indemnification

* IREx will allow for tracking of institutional-level LOls
e Cannot have different LOIs for different studies

 Internal and External LOI tracking
e Sites who have signed your LOI
e External LOIs you signed



Available now in IREx!

TRACKING LETTERS OF
INDEMNIFICATION (LOIs)

—

Updated February 20, 2019

@ IRB Reliance Exchange

Using IREx to Track Letters of Indemnification (LOIs)

Some institutions require a Letter of Indemnification (LOI) when serving as the Reviewing IRB using the SMART IRB
Agreement, which is silent on indemnification (see section 4.11). IREx allows Reviewing IRBs to track institutions with which
they have an executed LOIL The LOI can be a unique agreement between the Reviewing IRB and another institution;
however, only one executed LOI can be tracked per institution.

~
HOW DO | TRACK WHO HAS SIGNED AN LOI WITH MY INSTITUTION? A vour Insbiution

1. Click the blue Agreements button on the home page.

No memorization needed-  ||* SEEmssitiien | i

LOI Quick Guide available —
on the resources page
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https://www.irbexchange.org/p/wp-content/uploads/2019/02/IREx_LOITracking_QuickGuide_20190220.pdf

Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

Step 1: Add the LOI your institution requires when serving
as the Reviewing IRB

GETTING STARTED

Study Setup

—A Find a Study
by Name:
I:I 1 Is the Reviewing IRB a participating research site in ] Yes £ No
Create a Study B the study? A Required
by Sponsor: :
-] Would you like to collect local considerations in 2] Yes £l no
. - L IREx? A Rrequired
Do you require a Letter of Indemnification (LOI) for ® yes © No
: this study? \
I~

is the last question on the SSRP.

‘B Your Institution / Hl“ Resources Be sure the Study-Specific Reliance Plan (SSRP) also reflects that indemnification is required for this study. This

University of the Bay @ Find other users

1 Find other sites LOI Name

&+ Add HRPP Staff / Members A Required
I -OR-
Your Liaisons

@ Request Help LOI Template Choose File | Mo file chosen

University of the Bay HRPP Liaison & Join A Training A Required

Profile Componenis LOI [

Taylor Jansen @ Resources




Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

Step 1: Add the LOI your institution requires when serving
as the Reviewing IRB

Site Agreements: University of the Bay

The name you provide Your Institution's LOI  External LOIs
will be listed on the
Official Notification of HELTLE.

Reliance letter when a

site indicates reliance. ‘

Name

Template

Browse... | No file selected. - A copy of the LOI

template will be
provided to sites

that need to sign it.




Available now in IREx!

TRACKING LETTERS OF
INDEMNIFICATION (LOIs)

Step 2: List sites that need to sign your LOI

]
¥

The Carnegie Letter of Indemnification W LI Tempiate | # Fait oI
Addendum to the SMART IRB Mast S h d ”
Si\gre:nmeunlg V(.) 06?1 3/2018 = @ e a rC a n e nte r m a n u a y
LOI Sites
‘ . | Carnegie University Medical Center O R
) Central Ohio Medical Center
Eastman Medical Center of Ohio [}

e Add sites to your study

e PSites added to a study that requires
Aareemen an LOI will be added to your list




)  ddlyyy

Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

The Carnegie Letter of Indemnification
(Addendum to the SMART IRB Master
Agreement) v. 06/13/2018
Add A Site Lo 211
Name |4 Status |2
I | Scioct a site
Oregon Health & Science University
Date Sent Peabody Institute of Medicine o
Date Sent  8/15/2018
mm/ddfyyy Date Executed  10/10/2013
Document ELOI-
LeadSiteSigned IRBExecuted pdf
Date Executed Commen ts  Aug15-SentLOlto Pl

Aug 31 - Sent reminder to complate

LOl to PI
Agreement

Choose File | Mo file chosen

Sept 12 - LOI routed to Peabody
Legal Office for Review

Notes Sept 25 - Call with Peabody Legal to
revizw LOI. Changes requested
cannot be accommodated

&
Sept 30 - Peabody Legal has agreed
ta sign LOI after internal discussion
Oct 5 - Received signed LOI from
study coordinator

Penn State Milton S. Hershey Medical Center ]

Step 3: Track your institution’s LOI: Updating LOI status

For each site, you can enter:
e Site name
e “Date Sent” LOI to site
e “Date Executed” LOI with site
e Upload executed LOI document

e Add notes about
correspondence



Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

Step 3: Track your institution’s LOI: Updating LOI status

B LOI Template | # Edit LOI

The Carnegie Letter of Indemnification
[ Reviewing IRB Approvals { Relying Site Approvals {Addend um to the S MART I RB Master
N o Agreement) v. 06/13/2018
Participant Status Summary
AT Eastman Medical Center of Ohio LOI Sites
Name |3 Status |2
Approval Albert Einstein College of Medicine
SMART IREx Reliance Local {current Date Sent Baystate Health, Inc ©
Site 1L IRB Lol Access Decision @ Considerations version) B Child H I
1472019 oston Children’s Hospital
Baystate component - L4 L4 v - .
\Westerm Mass Mad Cir ;2::‘:;':1"9 Boston Medical Center
Date Executed Carnegie University Medical Centar V]
Carnegie University v v - . .
Medioal Canter Shhdm 013 Surveys Complete mm/ddiyyy Case Western Reserve University
Central Ohio Madical Center
Eastman Medical Center v . \ - .
of Ohio n;';';‘g D ET Agreement g:ldret: slf;.l a.tmner:yl'v'l edical Center
umbia Universi
Choose File |Mo file chosen
Hartford College of v v v P
Medicine 025‘“""1';19 e Columbus University
Notes Dartmouth College
'(\':'le”:m University Medical v v = Noify HRPP Duke University Health Systems, Inc.
enier
Midwest Universi v ' v r
Medical Center g o i e ey 7 Emory University
Cancel Faraday Institute of Research, Science and ]
’F‘:'U':Ed;"lm Ft’?:rfn:)f v v v & Add Pl Info Technology
'‘edl nstitute
Medicine Georgetown University with Howard University
Peabody Insitute of v v v — Hartford College of Medicine ]
Medicine 2012019 Harvard University ]
Ilrahn Schonl of Madicine at Mount Sinai




Available now in IREx!

TRACKING LETTERS OF
INDEMNIFICATION (LOIs)

Step 4: Track the LOIs you have executed with other institutions

]
¥

Your Institution's LOI External LOIs

External LOls

These are other institutions' LOIs which you have executed.

Site 1= Date Executed Agreement
Central Ohio Medical Center 01/01/2019

Vanderbilt University Medical 12/14/2018 B LOI_VUMC_Executed 20191 214.pdf
Center

University of the Bay

Showing 1 to 3 of 3 entries

Previous MNext




Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

Turning LOI tracking on for a study (Reviewing IRBs)

Study Setup

[ Reviewing IRE Approvals | Relying Site Approvals Stalus Summary
Is the Reviewing IRB a participating research site in O ves £l No Participa nt Status Sum mary
the study? A Required
Would you like to collect local considerations in O Yes £ no Q search
IREx? A Required
Approval Status
R . . - - SMART IREx Reliance Local (current
Do you require a Letter of Indemnification (LOI) for ® Yes © No site IRE Access Decision @ Considerations If version)
this study?
Uniy of the Bay component - \f B Completed Not Approved
University of the Bay School 11122018
of Medicine
University of the Bay o o Complsted 213 Surveys Complets = Not Approved
10262018 '
Univ of the Bay compaonent - L v [ m 043 Surveys Complela = Approval Not Ready
University of the Bay 1oRe2018

University Hospital Systems

Vanderbilt University Medical L L Aarto 013 Surveys Complels » Approval Not Ready
Center 118

Cameqgie University Medical L4 Approval Not Ready
Center

Central Ohio Medical Center v o & A0 Pl info Approval Not Ready




Available now in IREx!

TRACKING LETTERS OF

INDEMNIFICATION (LOIs)

Completing Agreements for a study (Relying HRPPs)
Required Agreements

" Register Note:
+ Add Study Team Your site has signed the SMART IRB
SMART agreement. v e Must complete
agreements to indicate
Your site must sign the LOI from Vanderbilt I
LOI University Medical Center before you can b 4 reliance
indicate reliance.
Bk LOI Template docx . .
Reviewing IRB Liaison |OC?| C0n5|qerat|ons
Please send any guestions and return the while worki ng on
executed LOI to Taylor Jansen
agreements




Export Status Summary Tab




AVAILABLE IN IREX NOW!

EXPORT THE STATUS SUMMARY TAB

‘ Reviewing IRB Approvals ‘ ‘ Relying Site Approvals ‘
Export Data =

Participant Status Summary

[& Export Local Considerations
[ Export Status Summary Tab

Q, search:
[ J [ J
Re Vle W’ng IRBS an d SMART IREx Reliance Local Approval Status
Site I IrRB LOI Access Decision @ Considerations (current version)
IREx Study Managers | crscumess v  « . g
IMedical Center 12/04/2018

can generate a CSV ceonotese v . g
download of the status

0/ 3 Surveys Complete = Approval Not Ready

Columbus University v v & Add Fl Info 0/ 3 Surveys Completev | Approval Not Ready
S u l , , l , , ar tab Eastman Medical Center
y . v v & Add Pl Info 0/ 3 Surveys Complete» | Approval Not Ready
of Ohio
IMedical Center 1210712018
IMedicine 1210712018
University of the Bay v v 0/ 3 Surveys Complete = Approval Not Ready




AVAILABLE IN IREX NOW!

EXPORT STATUS SUMMARY TAB

e The Status Summary Tab download includes:
e Site name
e FWA holder name
e FWA number

e Agreement status
e SMART IRB, LOI, IREx Access

e Reliance Decision Status
e Dates Contacted, Started, and Completed

e Local Considerations Completion (if applicable)
e Date IP Confirmed

e Date HRP Survey Completed
e Date Pl Survey Completed and Validated by HRPP

e Approval Status for the current version




Managing FWA Sites Engaged




MANAGING FWA SITES ENGAGED i%*

FOR A STUDY

e Correctly identifying which sites are engaged for a study can be
difficult
* Eg:
e Component sites under the same FWA
e Separate FWA institutions that share an IRB

e Study teams that engage multiple FWAs institutions
e Pls with dual appointments

e Currently no easy way to do this in IREx

* Coming soon: Relying Institutions will have the ability to indicate which
FWA sites are engaged for a study



AVAILABLE IN IREX NOW!

MANAGING FWA SITES ENGAGED

FOR A STUDY

What can | do now?

1) Ensure the correct FWA number is listed in your Institutional Profile

Institutional Profile

~

View Profile: University of the Bay
R Your Institution

Click the "edit profile’ button on the right to edit your institutional profile. e

—
edit profile

University of the Bay

Profile Components Lol

ABOUT THE INSTITUTIONAL PROFILE

The IREx IP contains basic information about your institution that another institution might use to determine if they feel
comfortable relying on, or serving as the Reviewing IRB for, your institution. The IP can also be used by IRBs and study teams
to better understand one's institutional processes and requirements when using reliance. This information will be visible to other
users in IREx and publicly available as a downloadable PDF on the IREx Website here. This information is for general review
purposes only. It may not be accurate and may be subject to change, withdrawn or revised at any time without notice. The
Institutional Profile is not intended to serve as a complete record of an Institution's study-specific local considerations.

FhEEEEE

Section 1: GENERAL HRPP INFORMATION

Institution University of the Bay

Federalwide Assurance (FWA) # FWADDD1221 _

FWA Expiration Date 2022-07-04




FOR A STUDY

AVAILABLE IN IREX NOW!

MANAGING FWA SITES ENGAGED

What can | do now?

2) Ensure the correct component sites are listed in IREx

P
a Your Institution

University of the Bay

Profile Components Lol

Note: You may have
components listed. We pulled
in components from OHRP

Components

List your FWA's component sites that may rely on an IRB in IREx. Component sites do not get access to IREx; you
will be able to make cede decisions and provide local context on their behalf.

As the FWA-holder of a component site, you are responsible for providing the relevant local considerations for
component sites in your Institutional Profile and for specific studies, as requested by the Reviewing IRB.

University of the Bay School of Engineering Sch of Engineering x

University of the Bay School of Nursing and Family Health Sch Mursing & Fam Health v

This site is listed as a participant in the following profects
o Blood pressure outcomes in neonatal intensive care unit (NICU) graduates with idiopathic hypertension:

Demonstration Study
o A Cluster Randomized Multi-center Baseline Assessment of Carbon Dioxide Emission (ACE)

o Measuring Levels of Baseline Radiation Exposure in Urgent Care Visits (RADIATE 11)

University of the Bay University Hospital Systems Univ Hospital Systems x

Add a component:

Name Short Name

Cancel Save

Click x to remove
site from the list

Click to view the
studies this
component site
is listed on

Enter name and

click + to add a

component site
to the list

Click Save to save
changes




AVAILABLE IN IREX NOW!

MANAGING FWA SITES ENGAGED

FOR A STUDY

Why should | list my component

sites?
+ Delineate Where researCh is happening Reviewing IRB Approvals Relying Site Approvals
+ I Manage LOI Data~
Allows for multiple, separate study artcipant Status Summary  arsoe o | EspaBsae
teams to be engaged on the same study
Q search:
+ Coming soon: indicate which sites are
; FWA HOlder ] Reliance gt?:::al
engaged in research for a study SHART REx  Decsion  foument
Site 1¥ IRB LOI Access o version)
University of the Bay ~¢———7m——— V v v Completed
Note: Component sites DO NOT have liaisons or Sehcl o NaringandFamiy e ¢ . e

Institutional Profiles. The FWA site’s liaisons
perform all actions in IREx for their components
sites (e.qg., ceding review, providing local
considerations)

FWA Component —



IREx Resources Update




Title

Target Audience

Using IREx as the Reviewing IRB

Reviewing HRPPs

Using IREx as the Participating Site HRPP

Participating Site HRPPs

Using IREx as a Multi-Site Liaison

Participating Site HRPPs
Reviewing IRBs

Completing the Institutional Profile

Participating Site HRPPs
Reviewing IRBs

FENEW** Adding & Removing FWA Component Sites in IREx

Participating site HRPPs
Reviewing IRBs

Adding & Removing Study Team Members from a Study in IREx

Coordinating Center Staff or Lead Study Teams
Participating site study teams
Participating site HRPPs

Adding & Removing HRPP/IRB Staff in IREx

Participating site HRPPs
Reviewing IRBs

Adding & Removing Participating Site Access to Studies in IREx

Reviewing IRBs
Coordinating Center Staff or Lead Study Teams

Capturing Local Considerations in IREx

Participating Site HRPPs
Reviewing IRBs

FE¥NEW** Using IREx to Track Letters of Indemnification (LOls)

Participating Site HRPPs
Reviewing IRBs

Using IREx to Fulfill SMART IRB Documentation and Notification Requirements

Participating Site HRPPs
Reviewing IRBs

**NEW** Adding Study-wide and Site-specific Amendments

Reviewing IRBs
Coordinating Center Staff or Lead Study Teams



https://www.irbexchange.org/p/resources/

IREX VIDEOS ON YOUTUBE

Video Title Target Audience Length Link
How to: Register and Cede Review Participating Site HRPPs 4 mins https://www.youtube.com/watch?v=-yW-T5-26S0
. o . *  Participating Site HRPPs .
What is the Study Specific Reliance Plan (SSRP)? . p g 1.5 mins https://www.youtube.com/watch?v=T9FbOV60N7U
*  Reviewing IRBs
- *  Participating site HRPPs .
How HRPP/ IRB Liaisons use the IRB Dashboards . p g 1.5 mins https://www.youtube.com/watch?v=TKy0Z9 yhf4
*  Reviewing IRBs
. *  Coordinating Center Staff or Lead Study Teams .
How to: Add/Remove Study Team Members from a study in IREx L c . i 2 mins https://www.youtube.com/watch?v=f hKS8ngbb8
*  Participating site study teams
Using IREx as a Participating Site Study Team Participating site study teams 4 mins https://www.youtube.com/watch?v=iKj047Qslws
What is IREx? All Users 2.5 mins https://www.youtube.com/watch?v=NV94eUByIMg
How to: Manage Participating Sites in IREx *  Reviewing IRBs 4 mins https://www.youtube.com/watch?v=1sxprbGZN5M
' g pating e Coordinating Center Staff or Lead Study Teams ' ' ' '
IREx Features for HRPPs/ IRBs i Part.|C|p.at|ng Sl s 4 mins https://www.youtube.com/watch?v=Xv6xLNAXKBA
* Reviewing IRBs
N *  Coordinating Center Staff or Lead Study Teams .
IREx Features for Lead Study Teams and Coordinating Centers e y 4.5 mins https://www.youtube.com/watch?v=KoBAytIY5Cw
*  Participating site study teams
How to: Create a Study Reviewing IRBs 6 mins https://www.youtube.com/watch?v=xli8YXgDIN4
. . e * Reviewing IRBs .
How to: Add Study-wide and Site-specific Amendments 9 mins https://www.youtube.com/watch?v=VIrEUIV-BMY&t=2s

Coordinating Center Staff or Lead Study Teams



https://www.youtube.com/watch?v=-yW-TS-z6So
https://www.youtube.com/watch?v=T9FbOV6oN7U
https://www.youtube.com/watch?v=TKy0Z9_yhf4
https://www.youtube.com/watch?v=f_hKS8nqbb8
https://www.youtube.com/watch?v=iKjO47QsIws
https://www.youtube.com/watch?v=NV94eUBylMg
https://www.youtube.com/watch?v=1sxprbGZN5M
https://www.youtube.com/watch?v=Xv6xLNAxKBA
https://www.youtube.com/watch?v=KoBAytIY5Cw&t=5s
https://www.youtube.com/watch?v=xIi8YXgDlN4
https://www.youtube.com/watch?v=vIrEUIV-BMY&t=2s
https://www.youtube.com/channel/UCVXKpNczhlPcsQRwF7oWcwA/videos

Next Call

e July19,2019 @ 1 PM ET/10 AM PT
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